California Medical Device Jé/
Recall Information

) COPH

California Department of
PublicHealth

Recall Name

Elite Biomedical Solutions Recalls

Alaris Medley Large Volume Pump Frame Membrane

Due To Potential for Over or Under Delivery of Fluid by Infusion Pumps

Recall Date Product Description Recalling Firm Recall Reason
6/3/15 Alaris Medley Large Volume Elite Biomedical Potential for over or
Pump Frame Membrane Solutions under delivery of
Cincinnati, OH fluid by an infusion
pump.
E?;il Product Identification Distribution Affected Dates

I Frame Membrane NOEM

Part Number:
e TC10006587 / 100138041

Lot Numbers:

e 022015502
e 0421151000

Frame Membrane NOEM Shipped
with LVP Bezel Assembly

Part Number:
e 49000204

Lot Numbers:

e 031815100
e 032415100
e 043015215

CA, nationwide

Manufactured from:

February 20 2015
to April 21, 2015

Distributed from:

February 25, 2015
to May 8, 2015

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm460079.htm



http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm460079.htm

